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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of th, s commun.cat.on. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )Kl Responsive to communication(s) filed on 01 September 2004. 
2a)IEl This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Qt/ay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E>3 Claim(s) 1.2 and 4-16 is/are pending in the application. 

4a) Of the above claim(s) 16 is/are withdrawn from consideration. 

5) IE1 Claims 4-10 and 15 is/are allowed. 

6) |EI Claim(sl 1.2 and 11-14 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.D Certified copies of the priority documents have been received in Application No 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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CLAIMS 1, 2 AND 446 ARE PRESENTED FOR EXAMINATION 

Applicants' Amendment filed September 1, 2004 has been received and entered into the 
application. Accordingly, claims 1, 4-9, 11 and 12 have been amended, claim 3 has been 
canceled and claims 13-16 have been added. In light of the amendments, the claim objection and 
rejections under 35 U.S.C. §§ 1 12, second paragraph and 102, as set forth in the previous Office 
action are withdrawn . 

Election/Restriction 

Newly submitted claim 16 is directed to an invention that is independent or distinct from 
the invention originally claimed for the following reasons: 

Claim 16 is directed to a method of treatment and is related to the composition/compound 
claims as product and process of use. These inventions can be shown to be distinct if either or 
both of the following can be shown: (1) the process for using the product as claimed can be 
practiced with another materially different product or (2) the product as claimed can be used in a 
materially different process of using that product (MPEP § 806.05(h)). In the instant case the 
process as claimed could be practiced using a materially different product, e.g., the 
administration of another iron compound for the treatment of iron-deficiency anemia. 

Claim 16 is also unrelated to the inventions of claim 4 which is directed to a process of 
preparing ferric citrate. Inventions are unrelated if it can be shown that they are not disclosed as 
capable of use together and they have different modes of operation, different functions, or 
different effects (MPEP § 806.04, MPEP § 808.01). In the instant case the different inventions 
the methods have different modes of operation, functions and effects. 
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Since applicants have received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
on the merits. Accordingly, claim 16 is withdrawn from consideration as being directed to a 
non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

Claim Rejection - 35 USC §103 

Claims 1-3 and 1 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hsu 
(U.S. Patent No. 5,753,706) in light of Applicants' acknowledgments at page 1, line 21 - page 2, 
line 3 of the present specification, each of record, for the reasons of record as set forth in the 
previous Office action as applied to claims 1-3, 1 1 and 12 and in further view of Webster's II 
dictionary (newly cited by the Examiner). 

New claim 13 is properly included in the above rejection because it constructively 
represents a "product-by-process" type claim which defines a product and not a process. 

Applicants' arguments have been carefully considered, but fail to persuade the Examiner 
of error in his determination of obviousness. 

In particular, applicants have argued that because Hsu does not disclose ferric citrate 
having a fixed in molecular structure and definite mean number of water molecules, the rejection 
is improper. 

The Examiner, however, cannot agree given the inherent characteristics of a molecule. 
That is, the ferric citrate of Hsu exists as molecules and, as defined by Webster's II, a molecule 
is "a stable configuration of atomic nuclei and electrons". Thus, being stable in nature, the 
molecules of ferric citrate taught by Hsu would not be variable or mutable and thus would exist 
in a fixed, definite state. 



Application/Control Number: 1 0/682,045 Page 4 

Art Unit: 1614 

That applicants have identified a ferric citrate having 3.5 parts of waters is not persuasive 
to the Examiner because (a) not all claims are limited to this specific hydrate of ferric citrate and 
(b) applicants have not established that a ferric citrate having 3.5 parts of water possesses any 
particular property that would not have been expected by the skilled artisan given the teachings 
of the references. 

Allowable Subject Matter 

Claims 4-10 and 15 are deemed allowable because the references of record fail to teach 
or suggest the presently claimed method for preparing ferric citrate. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J Henley III whose telephone number is 571-272-0575. 
The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-095 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toljkfree). 




Raymond 4 Hetue> 
Primary Examiner 
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